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Aspirin Cardio
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Enteric coated tablets
Acetylsalicylic acid 100 mg
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The primary prevention of coronary heart disease in patients at increased risk and the secondary
prevention of thrombotic cerebrovascular or cardiovascular disease.
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Contraindications

- by patients with severe uncontrolled heart failure forwhich-they-are-notreceiving
adequate treatment.

- in the last trimester of pregnancy at dosages above 150 100 mg acetylsalicylic
acid/day (see section 4.6).

Pregnancy and lactation

Low doses (up to 100 mg per day):
Clinical studies show that doses of up to 100 mq per day appear to be safe for limited
administration in obstetrics, which requires special monitoring.

Doses of between 100 mg and 500 mg per day:

There is insufficient clinical experience with the administration of dosages of
between 100 mg and 500 mg per day. Therefore, the following recommendations for
doses of 500 mg or more per day also apply to this dose range.

Doses of 500 mg or more per day:

From the 20th week of pregnancy onward, use of Aspirin Cardio may cause
oligohydramnios resulting from foetal renal dysfunction. This may occur shortly after
treatment initiation and is usually reversible upon discontinuation. There have also been
reports of constriction of the ductus arteriosus after treatment in the second trimester of
pregnancy, although this regressed after discontinuation of treatment in most cases.
During the first and second trimester of pregnancy, therefore, Aspirin Cardio should not
be given unless elearky absolutely necessary. If Aspirin Cardio is used by a woman
attempting to conceive, or during the first and second trimester of pregnancy, the dose
should be kept as low as possible and the duration of treatment as short as possible.
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Antenatal monitoring for oligohydramnios and constriction of the ductus arteriosus
should be considered after exposure to Aspirin Cardio for several days from gestational
week 20 onward. Aspirin Cardio should be discontinued if oligohydramnios or
constriction of the ductus arteriosus is found.

During the third trimester of pregnancy, all prostaglandin synthesis inhibitors may
expose the foetus to:

- cardiopulmonary toxicity (with premature constriction/closure of the ductus
arteriosus and pulmonary hypertension)
- renal dysfunction (see above)

the mother and neonate, at the end of pregnancy, to:

- possible prolongation of bleeding time, ar-anti platelet aggregation-inhibiting effect
which may occur even at very low doses;
- inhibition of uterine contractions resulting in delayed or prolonged labour.

Consequently, Aspirin Cardio at dosages of more than 100 mg per day, is
contraindicated during the third trimester of pregnancy (see sections 4.3 ard-5-3). Doses
of up to 100 mq per day should only be administered under strict obstetric monitoring.

Breastfeeding
Small quantities of the active ingredient acetylsalicylic acid and its metabolites pass into

breast milk. Detrimental effects on the infant have not been reported to date, it is therefore
not generally necessary to interrupt breast-feeding if the daily dose does not exceed 150
mg. Fhe-infant-should-be-weaned Breastfeeding should be stopped if higher doses are
taken (more than 150 mg daily).
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